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2.2.1 NAN35UNBUNITASIAUTZLAYU GMP L3UFAILANITIANILNUNITATIAUSENUUTEIN VTG
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uazifugedidesiasanfufimyssninnisnausadu (15)
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nsidsunlasidfgannsasslseduiiusnuazununisaidunuluouande
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PIC/S GMP lusuannslunisnsaa lnenisasrausziuenavilaviansds wu msdunanisalnisujifeu
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ndviaAuan Inensiageudunaun1Inanfidfny (Critical steps) WAZAINTINVDINITNAANIANAINLNTT

o

AIVAN NMSARAIY Lazn1sTuiindenudenndesnuvaninae GMP Tunsnsiadselivasldndnnisnis
UszifiuanudesiiodeUssinuluninanssuiifianudesasiigaiiog Yoy nisdeauuainfanssuauund

MTIFARUTOYANTTOUTIUNHIULT UATATIVHBUNITNUNIUAMAMKNEA I (Product Quality Review,
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(Job descriptions) kagduinn1sineusy Yayaiiednun1snsiasuseuagn1TnsIeaauaIugNAes
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AYI1TUINN159533 (Closing report) WagiIntiIAMeRn5I9ALTUN15UTEYUTAN59593 (Final closing
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2.2.2 fANTIUNAINTINTRUTLEY GMP Tviafanssunaniunsinedndnuazgnsiausediu lngly
duvenanlunsnnuToUNNIB11INN1INTIAUTEEIN NN TUTAUTEYNN1INTI99EARIA TNV
wHuN1skAlytaunnses (Corrective action and preventive action plan: CAPA) auguuuufdinau
ANENTIUNTOIMNSUAZENAMUA lasiiTdenanfinanizdesdninfe s1uazidualasiilenvasdaunnsas
(Deficiency details) nsduaIumaveg (Root cause) nsudlutleym (Correction) nsufuaniswAlusied]
TAnteyn19n (Corrective action) kazn15UURN51@ 183U (Preventive action) MENFIULARINANT
uiily (Evidence) 38n13ns39fianu ssezattunisudlateunnseduusiasUsuiiu ndeunsdaununisudly
aananliinthangnsralssfiuiansan wnimiheusinsialssiiuiugouiaazadunisuilony
wHule
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NHIINNATNNUANLNTTUNITOIMTUATEIDUTARKNUNITUA LY CAPA Ud7 MUnTI9UTEEIUAL
FRITIBNURANIIATIV GMP Lagn133ainsngaunaniIsnsiausediu GMP agnngldnannisiidesiiniig
Faau nszdu gndes ilulunuads nsdinudeunnsesnsraussliviesssyndngulidaau waziinay
auysel &mSUTIBNURANIIATIV GMP vewlsemdalneiiiideuareaziBundannaeinuuuuures
PIC/S inspection report (16) @aUsgnaulumsideaniuingiauseiliu AAnTsuvesanIuiingn 1unviinig
n51aUseilin eToRNEERTIV INNTE19BTANABYTENIANTINTNESISUEVTIden AR UNS NN UTIVEY
PIC/S GMP Wdioumin@sseytoyalageainedafulkan AanTsuvesan uiings Junnsiauseiu uagseie

Yy v ad a $d v = a Y da X o o A a $d v
YoUIMTNNNTIIUTBLIIUASIILGY SuiansivasuiUasdrfn MAnTuTuaINTuInTIRUTEiuATIIL
USELANUALYBULIATDINITNTIAUTZIIY Eafinuseninenisnsalsaidulaguenauiidednis o auuday
NUIAVDI PIC/S GMP Ingidedsinuilagieuleaiudaunnsasiinume s19n1570Unnsesinukenaiy
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v | al . . | v a 3
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2.3 {in329Uszliu GMP
An579Uszidiu GMP fie yaraivinnihilunisnsausaluaniuindeenlinduluaiunguunede

Usgn1ensensaasisaguiientesiundninas GMP tnefinsuiassiuvesinsiausadiu Wudadl
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1. WntAeEnTI9 (Lead GMP Inspector) AoyanaiiiaaauiAnuiiivuauasdugiiduguily
N1301579U5EHIU GMP AS3U 9
2. {1573 (GMP Inspector) fayaraniinuauifnuiinmuanaziiudnsialssiiu GMP lagufus
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3. {4n5I3ENYIA (Trainee Inspector) Ag UﬂﬂamaaivwmﬂfﬁﬂﬂmLwamumm’gf\]
4. Q’aqmmmim (Observer) fis yarafildsunsoygangmsralidrsmdunansallumsnsie
Uszilu GMP afatiy 9
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5. {i3vrvqfilamianizf1u (Subject Matter Expert) fie yanagiin1udianiznis nioa
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2.4 Faunnsasfinuann1snsrausuiiu GMP
msfuuaUsTAnLaEeazideavesdounnsesiinuannsnsaUssiliuingUsrasdlunisaing
UFINAFIULALANTALTIEUVDININTFIUNITNTIUTEEU GMP Trlianuaenndoanann1suedesdng PIC/S
ffinsBndeuftd (16) waziilelignsiausediu GMP frdneuazynainsduiifisrdesiunisnsisyseii
Ig5unsunaziiaudlalulunuamiaderfud msunissnunUssianve st o unnsesinuaINn1sn I
Usziiu GMP luusiazsesu (17) Tnefinsudassiudeunnsasfinuainnsasiausediudu 3 seeu sl
1. founwieaireuss (Critical Deficiency) vanedis Tounnsaslunsufjiavienszuiuniswdni
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reliAnvsethlugeadesegditdodfyflazneliiAandnfusindusunedesiuilan vielinnansias
fiflansmnAsiiiusunsedeuysduardnd uenaind dounniesiroussemudensd finuiguanidiy
Rendesiumsdonn Indeunimas nsevinisuasuudasdndusiviodoya
2. ounngesddiny (Major Deficiency) muneds daunnsesilidmdudeunnsasienss 3

2.1 AeliiAnniesanelriAnnansisiflisenadomadeimusvemeidouiiuen wag/vie

2.2 Ustisanudsauuegnann mnvdninasiismsfinlunisman (GMP) was/vie

2.3 Uatisenuidesuuegnann anveusiiszyaalueygiandne vien1siuseunasgu
Bslunsudng (GMP) vesanuiindnelusinsUsema wag/vie

2.4 ﬂﬁﬁammé’mmaﬂumsﬂg’jﬁ’ammﬁy’umauﬁmmzam dmiunsUdesrundnsueiiile
MUY Ua/138

2.5 Yaiitamnudumanlun1sujianinvesuaainsgiininnsuinveus on1suseiunmnm
VIDATUANAMAIN WAZ/MT0



2.6 Usznaulumedounnsesdunatede Jadeunnsadluudazdelienaszyldindudounnses

'
[ 1A o w

LALLBUITDUNNIDIFINA1INININTUITINAUIL AR L DIANUD B UUINNTDANAUAD 19 Te AN AR

o o

<

A
spnimdudeunnsosdrdny SsmseSursuaziesudeyanuiinuse
3. ounwiadu (Other Deficiency) nuneds Faunnsesiiliaunsaswunliindudounnsas
$uss vieteunniesddy uwivdaenudonuuanvdninasiisnisiinlumsuan eis Seunnsecing
ondadudounniesdu esmniiansanudindudounnssadniios deoadmansznudonmninves
wansoue vieldudeunnsesddlifideyafivanefiazszyliiidudounwsssouss wieteunndeddny
2.5 nilsFofusasannsguAsnisiialunisnan (GMP Certificate)
wifide3usonnnsgAsnsiflunssdavie GMP Certificate Wutonansfiuandliiiuianisufos
911 GMP Bsldfimsusemataduldifungrnsvesaouiindneuwisiu Sdldfunisusesnasgiunsude

giuaresnlilagdinnuangnssunsemsuazelugugniiuaumiuguaniug1veslseina Jagdu
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Y a A o U

N1599N GMP Certificate %aaﬂiﬁﬁ’uwmamlﬁdﬁiam ANUNUANENITUNITINMITHAZHINATTULNUNIT
<

Y

a a

uwilvdaunnsesnnuanmsnnaUssiiulanugraniinisuilateunnsesidanumunzay duseaniug
wazanusadaaiulgviionvdanansenusenunmuendniugienls lneeguas GMP Certificate flang 3
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- Yemhonuilesn GMP Certificate AadntinauAnzATINATEMSILAZEN
- ¥o MogvosanuinaneTiiunInsIaUsHIdiy
- vdninasifldlunsnnavssdufo Usznmanszmsaasisagy Ses msfmuasoaziden
Aerfundninasiuagisnslunimansunuiagtusasudlufufuvdninusiuagisnislu
N1INANYILAUIUTI MIUNYUUILINNILET W.A. 2559
- Fuihmsnsalsediy
- Juil GMP Certificate vumeTy S3agiiony 3 Iluaniunsaussidu
- Uszmnveseunulaqiu fie erunulaqiudwiuuyed swudagiudmiudnd vseewnu
Haqtudmiuyhmsidomsaddnlusmudszesd 1, 2 vie 3
- nspuauMINAnLA UL UETLFTUNT5UTes 1L BniAnde waslasmadausiaan
o sULuUYeImaIUTIATon, 913aing nAnAusAeIiUsTULNTAUAY SULUUIATY, 611l
laildenusimaniderily suuvuuaUgauds suuuuveamardmiuldnnglu suuuuiauds
sUnvuln WWusiy
dmunedevesaniuiindnefiiunsnsalssifiuazgnuansuuivieduesnesen d1inau
ANENITUNNTRIMTLAENEMSUHUSLAA miieau nielseaneutalunisasisaeuaniugn1suusniu

UINIFIU GMP vesanufidnenlulsemea (18)
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GMP Certificate N0 ANULNARNY A1TNUANENSTTUNITDIMNSHAZENTBUNIUNSHATY GMP

Y

a 1 a wa

Certificate Wotilang9nuitan1ufinane 1w iuliufiRniu GMP 1y WanudounniaIsiauwss 3enu
£ ' o w 5 & a G A [d £ a o a

TOUNNTBIANAYLIATIN 2 91nN159529U el uATINN UL WUy wasdidnuialunisiiinaay GMP
Certificate lavduriu 1y mnguaadduddddnauanenssunisemisuazenlagliiinisngandne i

Y18 ASEHUAEINNTY GMP Certificate nsluiinisudlutaunnsasdnsudy Wusu

"



JUN 1 uansiieena GMP Certificate vosUszindlngatuniwlneg




JUN 1 uanwiieena GMP Certificate vosUszweAlneatunwlng (se)




P)
U

U

d
l

2 LARIAIE GMP Certificate maﬂﬂimﬂ"lmaawmwa\‘mqw

e with the Drug Act, B.E. 2559

From the knowledge gained dunng inspection of this manufacturer, the latest of which was conducted on
4 - 16 NOVEMBER 2018, it is considered that it complies with the Thai Good Manufacturing Practice
laid down in accordance with the recommendation of the Pharmaceutical Inspection Co-operation
. Scheme (PIC/S): Guide to Good Manufacturing Practice for Medicinal Products.
! memﬁm:eﬂectsthemmofthemanufacnmngsmatthenmeofﬂxemspectxonnomdabovemﬂ
" should be relied upon to reflect the compliance status until 13 NOVEMBER 2021, after whlch ume the
. issuing authority should be consulted. =
- Theauﬂ:enucnyofthxsmuﬁcate may be verified with the issuing authority.

TypeofMedxcmalProM pes
.HmMedicinaled!mts

Due.......} 3 .??I..@.‘)’. ..... s
: mamcm»ummnngmnmﬁo Ministry muum"""
e | R ﬂwuonkmd,ﬂolﬂnblﬁllon::mihnd ; e {

14



UM 2 waneiiaena GMP Certificate vasUsewmalneatiunn




3. szUUnIRTIaUsEi GMP vasaanuiinanenlusdinassna Tnsmsasaaussfiuainienansiiinvue
vasusznalng

srUUMIRTAUTEdi GMP lngnsnsaussidiunnenansinmunvesUssimalnedinisuss el
Hungrunelasordusmanuaralude 3 veangnisnsiridhsnstunsdeusiue wa. 2555 fsoon
aueulunszssUygfRen we. 2510 dnnuanenssunsemskaze L dumiienufisuRaveundnis
ponUszniades ndninmsinstunadousiue nedunsguaniuiindneuautagtulussssme
Fedsulddnsudsueugnimiedsunutlagtudulusmoraninsiivssasdazvetungd sus3uen
wardnsminglulsamalng laedmualiivenddivougnasimiedutunlumvonninadevetu
nzidsusfusmieveusludsunasaniuiindngluinasema wwfoswdnlnganuindnenlduinsgiu
pumdninasiuazisn1slunisdnermuinsenssasnsaguussmafinuadiaenndosuLInTgILYe
PIC/S GMP n3eldunnsgrusiniiiondu fnavinlvidFuoyy mimiede azdesdudvelinsavsziiiu
1AsgUIBmslumssangwesanuindnolussUszmadediinauaugnssunsemIwaze) Tunsdi
anuiindneludssemainunisnnssdiueg Sasannsodudmeiiotunsifousiue wagmn

lasusunsidousisueudifsazanunsadninmielulssmalvels Tnenguuneiineatos feil

3.1 UsznmAddnauanmenIsunITaIMIsHase 1389 N1INANTAINTUTENINTFIUENTUINGREN

Tusneuszwne (GMP Accreditation of an Overseas [Non — Domestic] Manufacturer)

U5en1Ad TN uAMENITUNITOIMITHALET 1509 NMIRTUISUTBIRTTINAD I UTINGRET LY
AaUsme dwadsduldidetu 1 ganau 2555 dadunguunsatuusnveslsemalvefimunsigaziden
= (Y LY ¢ adq a ¥ a A o ] o/
Nefundninaginazion1slun1ins19Usediu GMP AReTeUUN1InTIUselluanenasiimuad sy
aoufinaneludisiszmna lnednannislunisesnnguuneiiisliinaudiafivusaziduussingiu
Wweanudmivanuindnensegluusemaniinsnsialseduy GMP aaensseznaninmwdnel (19) lag
Usznisaduusnilfinsuisaauiindneluiausswasenidu 2 Ussian wisldidunasimnualunisiu
NasUsENRUNIINAITAN FB

1) aouindnefiseglulssmaiiduaun@n PIC/S nioanuindneiidogly ASEAN uas
l@sunisnsiauszdiulag ASEAN listed inspection services w3aanufindneniladlanegluussmendu
du13n PIC/S ualasunisasiauseiliulneanndnuesesans PIC/S (Certified/Audited by PIC/S member)
& o A Y] ax a g v a [
Fallsrensiena1siienteaiunnsgiuisnmandneilgusenaunsusediu taun

- MilsdoUIRIINITINITNTluNIHERET (GMP certificate)
- $1891UN159 59U TELIU GMP (GMP inspection report)
- lNANTHUUNANUANGREN (Site master file)
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2) anuiinaneilildfeglulssmaiiiuandn PIC/S warlildfunisnmavsadiulag PIC/S
member (Non-PIC/S member) dsilsinisionansiisadesduuinsgiuisnsnaneildlunisussidiu
Sununnnianuiindnessnvusn o

- miladesusewnsgIsnslunindnen (GMP certificate)

- $1891UN139 52U TELU GMP (GMP inspection report)

- lonansuaiunanIuiindnen (Site master file)

- MwanBunisnsnanvewnfiusyasiazivieds sihisvazdunvesaniuil in3esile
wazgUnsnifldlunisudndmivendu wiongunmvesaniuiindneluduneudig q
Usznaumelagdulumaderinunvesdinnuamuznssunisermsiaze)

dy v a Y o a a aa A a ! [ a v
UNINNU EmmamvmmLW@Jmem‘v]amummamaﬂumwizmelmmum’ﬁmnﬂizmumw GMP

AILTEUUNINTIIUTEILNINENEN A mUavTelveasdelunisiusesnasgiuanunndnenlusslssmna

o a

AUNNUANENTIUNITDINITHALEIDIFIEABRUNT MMNTIUTLRUADUNRAN SN 0 USEMANEDUNHAREN
WuR18g (GMP on-site inspection) n3a3uauy19IMI0de 81380155092 8l9HN13ALTUNTITATIA

Y 9

Uszillugnuiingnen o Ussinanaouindnentiudegila (19)

3.2 Uszn1AdiingauAnEnIsNNITaIMITUAZET 1389 NMTNANTNINSEINATNTTUNITHEREN
Yasanunaneluf9UsEnA (GMP Clearance of overseas pharmaceutical manufacturers)

U5gn1Ad1UNUANENTIUNITOINITHAZET 1389 N1IATUININTFIUITNSIUNSHENEIVDS

anufindnenlusisussing dnadsduldauwaiun 16 Squisu 2560 Wunguunsadunass Adnasldunu

v o A

Usgnimaduusn uazdlinadeduldaunetagiu (Weya o Tuil 30 wwieu 2563) Beusznimatuildeng

U
PANNIT UL D9YBIANULYI AL UNUVDIANTUNN AN 1N LUUTENARA AN USTLNALILIULGY NANABLALY
6 a aa a A a 1 Y &
nalun1sNsUININTgIUITNsHARe1vesanundae Tud 19U semalndulunudsenAn s eag

Y a

assauavatuninstssuldiugnanlulssmatannndosiuiunsgiuuasisnsiunsnane11e909Ans

Y

¥
[ Ly LY =

PIC/S (PIC/S GMP) uananildadunisaieanudulalunisAuasesuilnatasSudseiuanuviniieuues
adq a ! ' L% ‘:9‘;‘:‘ (% a wad v ¥ 2 LY
WMsgIATNsHARlussUsEmanlg Ingusenmaduiiinisusulsawuameddiliaena aeaiuiagiu
WNTUlpglanIEIIeNITeNaTINgITeuNINTIaUTEdiY GMP lvAsoungunnduneud1AnyueInIsnTia
Usziliu GMP uagAsaumauAmnInvaIndndun (2) nsuusanuindnenlusissemeeondu 3 Ussunn

a da I ® P [J d a 1% J
PAPUNINSHULTY 2 Usenn ienruasien1senasntglun1sneansan 1®LLﬂ
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1) amuﬁmammﬁéj’aasﬂuﬂimﬂﬁﬁuam%ﬂ PIC/S uagldsun1snsiauseidiulag PIC/S member
vioanuinanenfineoglu ASEAN wagld¥unismsrauseidfiulag ASEAN listed inspection services 1nedl
Mensenasiietesiuinnsguisnswdneildlunsusediug 4 s18ms léun

- niladesusewnsgIsmslunisndnen (GMP certificate)

- $1891UN139 52U TELU GMP (GMP inspection report)

- 3’18371m’13LLf’fl"U%aUﬂwﬁa&ﬁ]’mﬁgwﬁm (Corrective action and preventive action plan:
CAPA)

|
[ o A [

-19na@1378ANaIA1Y GMP sendnegndngnlud1aUsemalazguaugIniInIoae
(GMP/Quality agreement)

2) amuﬁmémmﬁiﬂﬁﬁqaﬁuﬂizw]ﬂﬁl;fluam%ﬂ PIC/S walasunisnsiausziiiulneauninueg
94ANT PIC/S (Certified by PIC/S member) Ingisignisienansiiisatesivansgiuisnisuaneitldlu
nsUsziud 5 919019 laun

- nlsEeTuTINITINITNITTUNSHERET (GMP certificate)

- 1899°UNTM5UIZU GMP (GMP inspection report)

- i’]EJmumiLLfgﬂsusﬁaUﬂwﬁaﬂmﬂﬁgwam (Corrective action and preventive action plan:
CAPA)

'
[ o = [

-1N@1578ANAIAIY GMP sendnegndngnlud1aUsemalazyuaugyIniInIoae
(GMP/Quality agreement)
- lenanTusiunAnTTNEReN (Site master file)

3) anuinaneitlildfsogluussmaiduanndn PIC/s uaglilisunisanavssiulasamninyes
94ANT PIC/S (Non-PIC/S member) Sailsiomstenansiiieatesiuanasguisnisudneildlunisussidu
$rurusnnianuiindne1ie 2 Ussinndendndsdiu Ssuenainasdisienisienans GMP certificate,
GMP inspection report, Corrective action and preventive action plan (CAPA), Site master file e g
GMP/Quality agreement Mwiloufuuds Sulsnenisienansiimuusliinnsandiiviu Weswinanudingn
g1Usznnildldgnisduldudninast PIc/s GMP Tunsrdnmiloufuaniufindnslulssmna saufs
mihgnuiiuguasuefinsauseiiuldlsiduanndnvesesdns PIC/S Gsenafianuunnsiislunsujua
ANuvnvAaNEYeImaNLNNel GMP fiin1sdaduld viieanudunalunstsduldnguane GMP Tagsienns
onansfigesinrsanisinananiuiinaneiis 2 Ussandnag Idun

- AfloAAM (Quality manual)
- iwmimieﬁLﬁumimmgwmaﬁ’uijmﬁmmi@wﬁwmuﬁwﬁ’uaLLaéjmmmawiszﬁ

[

AnUTHAneuiaTuRteY 5 U daumnda (Regulatory action details last five years)
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- srwnnseniiszasdaviiviode wazswniseriiagldueydangidoudifuenain
d11inau= (List of products intended for supply and list of approved products from
Thai FDA (if there is))

- JufinnsuangwaztuiinnsilAs1esien (Batch processing records and batch analysis
record)

- 1nsgAmsufuRnudmiumsudessundasugidnfasuiiediming (Standard
operating procedure of release product for supply)

- BHULIUNNITATINTUTBIALNIINTIAADUAIINYNADY TINDITIUIUNITATIABUAIY
Qﬂﬁaﬂmaﬂﬂizuauﬂ’lﬁwam (Validation master plan and process validation report)

- vidnunausinIadiu GMP fivisnuiiuguadiuvesssmatiutsiuld (National/local
GMP guideline)

- 518N15LeNENT mwma%’umaumiwﬁmmLLazmimmemmwm 91Asanuil 1edesile
\p3eadng uiaszuvatiuayusing 9 Mfedesmunuunesufidinaus fvua (List of

documentation/ picture of manufacturing process follow Thai FDA format)

Tneveendogauaresuedmiusmenisienasiiddalunsiiansen
- 18na15 Corrective action and preventive action plan (CAPA) L‘ﬁuwﬁﬂmaﬂmiﬁﬁ@
999550UN5A529UTEEU GMP Tnendsaniadadunisnsiausediu GMP uda nsdinudounnsesainnis
n33UsELIY Jranazdodniunisuilataunnsesdenaiiiunisinyiununisuiladounnsemse
Corrective action and preventive action plan (CAPA) Huteq ﬁﬂ‘lj?m@ﬂﬂ’liﬁﬁﬂLﬂUL@ﬂﬁﬁiﬁLLﬁ@ﬂﬁﬁgﬁﬁf\]
Usuiulstinanuiindneuisiuimsadunisudledeunnsesfinuainnisnsausedfiuegdlsteisly
Uszifuvaan1sduaiumanns (Root cause), n1sudlutleym (Correction), ﬂﬁﬂﬁﬁ’amiuf’ﬂmﬁaﬁiﬁﬁm

a wva a

i‘]zy;mégw (Corrective action) kazn15UfuRn1313ada9iu (Preventive action) saudsszaziiallunisuily
FounnsedlunrazUsuifiufe veninidduduenarsivandiduiuuminsuiiinuuazauduna
Tunstiaduldnguranevosniensiauszidiu GMP ienhsnuffuguasueisuiinveunsisanuings
pusistufeidlulssduresnisseniuununisuily Bnsdudunsudladeunniesiinuainnismsia
Usaiiu wazanugnisiiiunauiladeunmiosigrdeinisdniumsiasiuudaviol oedls

- 19N@15 GMP/Quality agreement Lﬂul,aﬂaﬁﬁ?’iﬂénﬁqswazL%‘&JmaqsﬁammszijQ’mﬁm
elusinsUszimanaisueygmimviediimnlusverandnsmiisrsunsiasunamwesnsyuiuns
wAn an1ufindn uayn1sUseiugunmifinansznudonmnIw Uszdninavesen uazamdaonfevosen
Huenansiifnsavsuiiulddmsvinnsanfahiauiuiiaveussninagfueyanntwieds fuguanen
TushsUszine iy wihitanasuiinveuludesesmsiSenaunaniamiannyioman nsdinudeunnsomie

Jaymaunineiionadinasieninuuasnsdevesuilaa dalu GMP/Quality agreement AgfaasyURNanTIg
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Sufiseulududng 1 samsiuiunsonfusdadusiainiemann nsduaiumanng nslosiunay
uilvilyvn wdamsudsneaziBeatenihsnuiiuguasuewessemaiifsdedingu iudu Tag
lonansfananazdeainsimuaieuls dennas wihilanusuiaveuvesudazihsegnadumednuaidnes
Tnendninaiuardofvuaiieatunisdardygmiedennaiinisdridmdnnisaintseniansens g
aN51304a% 1309 MItmuasazBenRsundninasiuarisnslunsadneusudagiunazudlufiudy
vaniniLagIsnsunmIraneumuluTIUmIN AN INfLe WA, 2559 Feaenadedn PIC/S GMP Tu
Chapter 7 1304 Contract manufacture and analysis (20)

d1m¥un13ns19Uselu GMP o dauiindnelusisuszma (GMP on-site inspection) Tu
Usgmaatuiffnisndniaduiefuiuusznisaduusn Wnefinsdmuaneasdealidmsumsiunms
Usziliu GMP o aonuiindnelusnadsemalunsdiidifinmnuanenssunsemsuagsei 91suwdamu
anuiindneuisiuiimsgunswdeliiafessuanasg it ldsuanuiinaneluusana viely
nsdifinhsnudunsnmsfomslidiiunsluasaussduiioidnan s niuessuvasisag

YoIUSTINA USONTEHOU 9 MU UNNUANENTIUNTOMITUATIUTIUENAIT (2)
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undl 3 33n1sAnu
ANIUNITILATIZYY097749 (Gap analysis) Inen191UT8uLs Uz UUN1TATIAUTELEIU GMP U89
ﬂiumﬂ‘v]EJme’N‘Usummwamuﬂumumwmam gy ‘masuaamwamgwmwawLﬂmsuumaaﬂama
%mmuuazmmaﬂiwumqmmwLLasmmmLsnaaasumiswmsmwﬂszmummzwmamwﬂismu
Mmenasinmun nedtunousad

Lanfdun1sAnaennguuienIonuIn1ean1suURuesseuun1snsiauseliy GMP va9

ANUIZINAAIMSUN1TYN Gap analysis Iaeiiina Ao

1.1 Lﬂwﬂ’mmuﬁﬁuauaéfmmmawizLwﬁﬁ?u (National regulatory authority: NRA) %3
geAnssEULURTIunu Ik unsRsadesiunsnsaUsaliu GMP

1.2 imsldnsasiavszidiu GMP fReszuUn1Tnavsziliuanenalsitunelnuivussna
ny

13 annsaddsdeyanldlunisdnuainiiulednienig (Official website) vaemiiigay
ifupuasueluysumaty o 18

2.ﬁuﬁu%’agaﬁlﬂuﬂgwmsm'%aummwﬁﬁa (Guideline) MiieadaafiuszuunisnsrnUseidiu
GMP 1nSulednianis (Official websites) vasUseinansensdnsiiidnvemunasiiidivun Ingldatu
aanditimsusznald (doya a Suitdiunisinen) Feusznauluse 2 Ussna uay 3 ssdnsidneg fe

2.1 891U Health Sciences Authority (HSA), Ministry of Health, Singapore (21)

2.2 W89 Therapeutic Goods Administration (TGA), Department of Health,
Australia (22)

2.3 psan1seungizlan (World Health Organization: WHO) (3)

2.4 93An3 European Medicines Agency: EMA (23)

2.5 93An5 The Pharmaceutical Inspection Co-operation Scheme (PIC/S) (24)

3. fmualsufufiegldlunsfinviliouiisuiiomanuidswessyuunisnsaUsedues
UsznalneiienadinadenuninuazaaiiefievesnaniiniaUsuiduiieszuuding 3531nns
Asaundl 3 Usziiu A

3.1 NANN1TUaLUBUVIBNIIMTIAUEY (Regulation principles and scope of inspection)
3.2 MyUsAulgneangmune (Regulation supervision)
3.3 swazdunvaengvae (Regulation contents)

4. dpvhesauisuifisuis 3 Ussifiuremnmihenudesiidnideniionynsoundeqnd
Judesinsvesszuunsnsiaussidiu

5. a3UNan1sAN

6. daviguian wazweunInansANwlETIAB oMY
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UNi 4 Nan1SANE

HANNTIATIERY BT NNg e tnen1siSeuisussuunMnausediv GMP veaausemelneiu

A o

AaUTEMATILIY 2 UsemA 3 9AnT BeUsenaulmieniignumiuguanue1vesEns sassawmils 1nsesy

poamsidy a3dn1sewdelan 09Ans EMA uareIfing PIC/S mua1aU Wossyuseiiurnudes yaeeu w3e

Po311weinguangly 3 Uszsiiundn de 1) ndnnsuazaeur1eni1sngiauszdiu (Regulation principles

and scope of inspection) 2) ﬂ’]iﬁﬂﬁﬂ%m&ﬂgﬁm&l (Regulation supervision) kag 3) 519898V

ngvune (Regulation contents) AnansAnwsissialuil

whsnulusnelssme aunsaasunal

4.1 #ANNITUAZYBUIIUNITNTIAUTLIUY

NANISIAIIEHY DI UIITDNANNITHAZ VB UYIENITRTIUs UVl Al e Uiy

(%
Yo A

AU

A15799 1 WSeuigunannseasa Ut en1snsIauseiliuvesusemalnanasinsuseme

Item Thailand (2) Singapore (21) Australia (22) WHO (3) EMA (23) PIC/S (24)
1. For consumers Manufacturers To enforce sponsors | To Verified and To verification | Confirming GMP
Regulation | protection and located within of a medicine or APl | confirmed of GMP of the GMP compliance of
principles | to ensure all Singapore are that is compliance of a compliance overseas
imported periodic GMP manufactured manufacturer of status of third | manufacturers by
products audits by HSA. overseas if there is products in foreign country desktop inspection,
manufactured Manufacturers of acceptable country may be manufacturers | if appropriate, the
by overseas medicinal for evidence based on the of medicinal NRAs not require
manufacturers export to demonstrating that assessment of and onsite inspection for
complies with Singapore are the overseas evidence of GMP investigational | avoids duplication
PIC/S GMP same | subjected to GMP | manufacturer compliance that medicinal of work between
as local conformity complies with the includes recent products regulatory
manufacturers assessment, the principles of GMP inspection of the authorities, reduces
overseas for products manufacturer by a regulatory burden
manufacture must | registered competent and allows more
be conformed to regulatory authority efficient
PIC/S GMP deployment of
global inspection
resources
2. Scope Finished Finished products | - Active - Active Finished Applied by National
of products pharmaceutical pharmaceutical products Competent
products ingredient (API) ingredient (API) Authority (NCA)

- Finished products
- contract testing
laboratories or

contract sterilizers

- Finished products

- contract testing
laboratories/contr
act sterilizers

- contract research
organizations/

clinical trial sites
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Item Thailand (2) Singapore (21) Australia (22) WHO (3) EMA (23) PIC/S (24)
3. Type of | Human and Human Human Human Human Applied by NCA
products veterinary
4. GMP clearance GMP conformity GMP clearance Guidance on good Outline of a Guidance: GMP
Regulation | of overseas assessment of an guidance under practices for desk Procedure for | Inspection Reliance
/ pharmaceutical | overseas the therapeutic assessment of Co-ordinating
Guideline manufacturer manufacturer goods act compliance with the
name under drug act under the good manufacturing | Verification of
medicines act and practices, good the GMP
health products laboratory practices | Status of
act and good clinical Manufacturers
practices for in Third
medical products Countries

regulatory decisions

o o [

AUSUNENN15989n13759USEEY GMP fheszuun1snsiaanena1siavuaidululuiuimig

a v o | a A g ) v Y a ) \ a o ¢ aa a

WAeatung 5 mihenude Weldunsseiununin msduasesusinatavdulaindaduaieninimdn
Tulssnuenludnsussimanasuiazlasutiunsifeouisu ndalasaniuiindneilauinsgruiniisuiy
A9AAADIAINYDANUAVDIUTEMATULT UL EINUNUTT 11U I UUTENAYDIAULEY LA UNITASIVABUINN

a A 2 [ a A <4 a aa a A a

nasiieItaeiun1sngIalseliu GMP waziailun1suseliugnsgiuisnisnanvesanuinaneitu
aUszwAlidulunuunsguiivssmanuestmun Weliiulaingaiunisinanaiusonanudniaging
AN UseAnSnn wazauuasadesder uslan dwsu WHO finisnaruiiandudnlseunaglasunis

U %

praUszdiumeszuuonasmsazidulssnuiiiummsennmhenuifuguasuidanuduuds
(Competent regulatory authority) Inefideflunisannisnsiauszdliuiisdeuuazanaiuilunisnsia
Usuiiu o an1uiindnelusineUseina wardmiuesdng PIC/S nssrydfiuinielefivesnansauuuia
au15aaAN15zUTRMIERsIaUsTluvesUsTmalatenmazilunisdnnisninensyaaalidusg1ef

(Y o w

eshevanetadidutedifalunisluanavssiiu GMP a anuiindneluisssmaliiagdubes
Y99RIUIUYAAINTTERAR sruumsTudsAuditnsiamnn il unlssedifinnsdseontuds
FsUsEnANNTY

dvSuroutnevosndndueiidesnsamiovoutianistedulilunisnsaty Msamdlneuas
asnsasgasaluinseunquamzadn Aueiduiagy luvagiinuisnu TGA vesniesgesainsideasil
voutisiininanitensouaquitaniufindnendnsiogy anufinda APl saulufeaniuitinednamg
%esUfURN"3 (Contract testing laboratories/contract sterilizers) @34 WHO sxflvoutnefigenadaniy
Tormuavesedesgooansdouariiianinluduvesaniuiindrsdmiunisinuidonnanain (Contract

research organizations: CROs)/clinical trial sites) 8nA38 @9U03ANT EMA U UU187IATOUARUIS
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a Y 6

nAnAurdS3UnaznAnd e ITen19aaTn (Investigational medicinal products: IMP) dm3uaaIui

W& AP Afin1snsialsfiuduieiuusegluaiusuinyeuremtieu (European Directorate for the

Quality of Medicines: EDQM) Fa.dun1snsrausuifiuiinsaunquynaniu

A A

NMNYIVNNUNTINAALASATUNTN

¥ U

YDINANAUTNII9ATTIALAAIIATIUINTZUUNITATIVVON 3 N8RS MUIE9IU TGA WHO waz EMA 3

AMULTU9IANINUSENARID819U BN991nUsEnAlneNTlva UL 18NLAUNINRNIZEEL

LanefeYeeiaTedTEuuN1InTIUTEiluve s semalnendildasounguynaniundn

<

o

PRP

Y
a

NYIUDN §IU

UWINTUTI919

v A

ALTUN

v |

Y a

YUUNENITNTIVUTLUVD9I09ANS PIC/S avuilulanivusveudnenisdssuldinazdeslaiudndnimdu

[y

e

[y

UYDINANUN

[

Jaaulaiu

a o

Hannduinddusivsenandaueidniagudnsag

a

WH&

a

¢ ]

Y

Y

mamzrdndaridnusagudnsadmiunyvduazdn

(%
1w

INIUU

Y

Unseld Wesnluiesuwuimeuiua nsivunveutie

Mgdsfuldauuuiniaduituegninenumiugianmue1vesusematy 9 wu Usendlne

aglsfiany Uszwalngaziinisnsalssdunmdndusidiiagudmivayuduasdnd eswin

CERIL

Ly

WILINYULY

a

#

d15agudnsegudmivdndegluniiuguaresdiiniuanenssuniseiniswazenigld

! a [y a [ ¢ o < o = o o ot 1
g1 W.A. 2510 L%umﬂ’lﬂUNﬁ@ﬂm%ﬁ’]Li%gUﬁ’]Liﬂgﬂﬁ’]%iUﬂﬁ{Uﬂ‘dﬁﬂ%LLG]ﬂG]’NQWﬂ‘US%L‘V]ﬂ

Mog19du 1 Maznenn1smivguasdnisenaingidmiuuyed Auil 11RS§IUNINEA VRN UTINGRY

darilusnaUszmanazsindnunlulssmalveiininsgruisuiingauiaenndeniy PIC/S GMP

4.2 msvsruldmanguane

AUsEmA aunsaagunalag

HAN1TILATIERYRTISIuIITen s TIAUTININg e eIl sTmalneis uAundsuly

[
v A

JU

A15799 2 WSeuiisunsUsauldseuunisasiauseliuvealsenalnewarmnalseine

Item Thailand (2) Singapore Australia (22) WHO (3) EMA (23) PIC/S (24)
(21)

1. GMP Thai Food and Health Therapeutic Goods | World Health | European The

Assessment Drug Sciences Administration Organization | Medicines Pharmaceuti

executing Administration Authority (TGA), Australia (WHO) Agency (EMA) | cal

agency (Thai FDA), (HSA), Ministry | Department of Inspection
Ministry of of Health Health Co-operation
Public Health Scheme

(PIC/S)

2. GMP Thai Food and Health Therapeutic Goods | WHO/ European National

Assessment Drug Sciences Administration National Medicines Competent

supervising Administration Authority (TGA) Regulatory Agency (EMA) | Authority

organization (Thai FDA) (HSA) Authority (NCA) of

(NRA) each

member
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Item Thailand (2) Singapore Australia (22) WHO (3) EMA (23) PIC/S (24)
(21)

3. PIC/S Accession to Accession to Accession to PIC/S - - -

Member PIC/S August PIC/S January | November 1995

2016 2000

4. Assessor GMP Inspector GMP Inspector Inspector Inspector GMP
Inspector Inspector

5. Overseas Overseas Overseas Overseas Manufacturer | Overseas

Supervising pharmaceutical manufacturer | manufacturer manufacturer | in third manufacturer

with manufacturer countries

manufacturer

6. Mode of Compulsory Compulsory Compulsory Guiding Compulsory | Guiding

execution execution execution execution implement execution Implement

7. Renewal Only initial Re-inspection | Renewal inspection | Renewal Re-inspection | Maintain

inspection inspection assessment inspection

| A o D a v a a o o  w
NUIIUNNINUINATIVUIZIEY GMP A5 UUNITATIAUTZILUINNDNAITNNIAUA G INTUUTLINA
Ing a15150u5589AlUS 1aTeTgonansiae wazesAns EMA Feusznaulumenilsnuiiuguanueves

v o

annmglsyazsifumiienuvesssdiiansensiiiieitesiussuuasisagddsiunaninilunisesn

o9

ngminefigatesfunmmUssiliutardiiuninsaUsedy GMP Fauand19an 2 89AnsAeedfng
pwitlanuaresdng PIC/S Miluasdnssewinsussmalilldfianundudoonnguane fadu mssenuuams
Ug’jﬁ’ﬁLﬁaaﬁ’mzuumimimawizLﬁu%lﬂumiaaﬂLmeqﬂﬁﬁaﬁm%’uwmsmuﬁwﬁ’ug]LLaéfmmmaa
UsemeaundnlumstilulssgnadlfidungmnemuuiunresiasUssmamitu dmfulssfunisdiioy
JuauBnvesesdns PIC/S uaznisldndninad PIC/ GMP su (applied/ implemented the PIC/S
standard) Ussinedaagea 3 Ussnalfidrimnduandnuduniiontunnussnauasldndninus PIc/
GMP wuieniu Tnefiminssy EMA vasanamelsudugioudiesdng PIC/S lurugiiviiissu TGA veq

[

wIefgeeawadodiuduamndnged a.a. 1995 daundunineau HAS vesansisuisdenluiuas
Uszinalnenuaidu n1sfl EMA waz TeA Wnduaudn PIC/S neuvssmalmewazidnsiududdudu «
veUszneauBndu q 1 ¥lK EMA uaz TGA flunumnsdudiilunisimuiwuaviwes PIC/S GMP
Tuvane 3o wu 1309 Data integrity for inspection ﬁaﬁu%aawmﬁaaymuié”jﬁzwmsm:}wiuﬁu
GMP f18n1350529UsEfiuNeNansfininuaves EMA way TGA drazdanuades Wuuds uaziduan
wnniUsemediegns luvagiivsenalnefisaSuinsnsavsedudessuudananilulag. 2012 uay
aradudeivinuszwealngaglaseuduasinowwimweaniosgeoansdeuUssendldlimunzauiu

Usunvealsewmelnesald
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AU NI lun1sn 11U sediuty Ussma/mitgnuiieg 1z i mualignsau seiiu
(Inspector) Sunihiilunisiiansaunenas InedesdugiiiiunstinevsuwasivszaunisalJudussifiuany

1 o

ToiruarBILsazniieay dusunistaduldnenguinaaiuiilanailuuaidnaduns 4 Uszmasiegna

wdumhsnuresiziaisnmihilunisesnngnsuasaduldngumnglulssmaveinuie ey s
HafuldFadunadafudmivgn q aofindnedideinisazthenduntunsdeululssmeadegady
LANANATN 2 BaAnsAessAnIsewdlantazesdns PIC/S Wuesdnsseninsdseimainisesnuinsgudy
U iRdmsunisnuifuguasiueivesUssmaannnlunisiluuszendlddunguuneniuuiun
vausazUszma Tngis 2 asnsldoonuuimciidled .. 2018 ndeufuGuandiiuiinsirauddy
fusruuMInsadanankagieinsiiussmaauBnineuumadenanluussenavsededuldludsene
VBIFULD
LLaza'auzjmﬁwﬂﬁamimmﬂizLﬁwgm‘%aﬂﬁi%ﬂmamuzmsﬂﬁﬁ’ﬁmmmmgmiﬁmﬂumiwamm
Mnerufindmdisiuasiuldimnussma/esdnsiegaiifeimunlunissialssidiudwiensinw
anurnIUATRAn RN slunsdnenaenieTinvesHaniuaien uandsanUsemalnei
Formualunsnsavsaduinesguiinmslunsudneifisudnsafeneunstunsdeusifue vionis
uiludsunlasanuiindneluinaseme Sedormualudiuiorandureriumiognseuveangmuie/
szuUNMInTssfiuvesUsenalnefienaaziiluganudesidmanssnuonanmuazianisnga
Uszilusnasgiuvesanuindnelusisszina uazvinefianenaazdsuansenusonnuaonfelunislden
vosftheldmnanuiindnefinszuiunsuaniilisenndewudermunvessemealnenasaszoziiatiis

AsdnImUeluNDInan
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4.3 5798198AYDINYNUY

NANISILATIE

Y

AaUsEnA aunsagUnalanadl

M1399 3 WisueuTgazBenvraengminen1sn Tl seliuvesUsewmelnguas AU sene

roainaluiitesigazidenvesngruunslulszmalnedisuiunuisauves

ltem Document requirement Thailand Singapore | Australia | WHO EMA PIC/S
1. GMP Certificate / / / / / /
Manufacturer | GMP inspection report / / /¥
under MRA Corrective Action and /

Preventive Action Plan (CAPA)

GMP/Quality Agreement /
2. GMP Certificate / / / On- /
Manufacturer site
located in GMP inspection report / /¥
PIC/S Corrective Action and
authority Preventive Action Plan (CAPA)

GMP/Quality Agreement / /¥ /*

Regulatory action details / /

Regulatory inspections list

List of products intended for /%

supply / List of tests a

laboratory

Site Master File (SMF)/Quality / /

Manual

Release procedure /* /

Validation master Plan (VMP) /* /*

Product Quality Review (PQR) /* /*

Manufacturing license

Market complaints register /

Process validation report and /¥

Batch records

List of reprocessed or /*

reworked product batches in

last year

Out-of-specifications (OOS) /¥

procedure

27




ltem Document requirement Thailand Singapore | Australia | WHO EMA PIC/S

3. GMP Certificate / / On-site On-site On- /
Manufacturer inspectio | inspectio site
located GMP inspection report / n n /¥

outside PIC/S | Corrective Action and

authority but | Preventive Action Plan (CAPA)

certified by GMP/Quality Agreement

PIC/S Site Master File (SMF) /

authority

4. List of documentation GMP On-site On-site On-site On- On-site or
Manufacturer assessment site depend
located or On-site on the
outside and requirem
not certified ent of
by PIC/S each NCA
authority

(Non-PIC/S)

Remark: * = Require by type of manufacturer, ** = And/or

dmsulushdoseazdenveangmnensnratsudu ouP iunsieudsuidonvesnguane
videumefiRvesszuunsnsalssidumessuunsnannenansiidmundaainnsdnuilundas
Useina/eadnsiimsutsussianvesanuindneludsssmandodu :inmsnwannsadangulssinm
vosanuiindneglusassmadu 4 Ussam fadl

1. anufindnefiegnielinguuisviodennasseniteUszima (Mutual Recognition
Arrangement: MRA) 1ty an1ufindneniinseglunduusemeaundn ASEAN wagsunisasialssduain
ASEAN Listed Inspection Service n1al6 ASEAN Sectoral Mutual Recognition Arrangement for Good
Manufacturing Practice (GMP) Inspection of Manufactures of Medicinal Products wIeanuTindnend
Frogluanamglsy Usemaiafuaud vieansisnfzAenlus Afinnsvin MRA Saufuindefzeeanade
Dusiu

2, amuﬁwﬁmmﬁ&%agﬂu‘disLwﬂﬁmasmmﬁﬁuaLLaé’mmLﬁuam%ﬂsuaﬂaqﬁﬂi PIC/S Bedlaqiudl
F1uamundy 50 mhgnuifuandnasouaguynnivilan vieanuiindniniunisnsaauszfiuain
WHO Prequalification Team (WHO PQ)

3. anufindnefinsedlutssmaiiviasnuiiuguadueldlffuandnuesesdng PIC/S usk
N3 5I9UsELU GMP mwﬂwmuﬁﬁugLLaéfmmﬁL‘t"]uam%ﬂmaqaﬁﬂi PIC/S (Certified by PIC/S) L%u
anuiindneriiseegluarsisuigduidonasiiun1snsiausediu GMP 91n912891u Medicines &

Healthcare Products Regulatory Agency (MHRA) Yosanswenandnsdadugninesdns PIC/S
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4. aouiindneiinseglulssmainiisnuiiuguaduenldliiduauninvessdng PIC/S wazll

LABHIUN1IATIIUTEEIY GMP 91nurdlsauiiuguasiiueMiluauBnvedesdng PIC/S (Non-PIC/S) iy

U a a

amuﬁwémmﬁéﬁ%aélua']ﬁﬁm souieLazliAeN1UN190999UsELEIY GMP 91N MR8 IUALITNDIANT
PIC/S

Failovudnuessruunisnsiausediu GMP Tnenisnsiausedivannenansiisimund nsuanui
nanerlusnsUsemeausazdsyme/esnstudululutuimaiiendy uienaasddiuiiunnaneiutaly
sreafonvasenasideionsnn InsazveutssdulunsiUSsudlounassinvuesan uinans e

4 Uselnn fadl
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Suifiufuiiionsiauszluls Wy GMP inspection report, Corrective Action and Preventive Action
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1) GMP Certificate
2) GMP Inspection report
3) List of products intended for supply
4) Regulatory action details
5) Regulatory inspections list

6) Site Master File (SMF)/Quality Manual or equivalent
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1) Validation master Plan (VMP)
2) Product Quality Review (PQR)

3) anuiindandadausidniagulumnoililderusiaanide fienarsiidesdy
Uszneun1sfinnsan 8 :18ms windunannenanslude 1. anufindnaiseengrimandunssulumain
eilaildendseninidesn 2 s1en1s fo

1) GMP/Quality Agreement
2) Release procedure Product

4) amuﬁmémmﬁmﬁmsﬁﬁ’]L%ﬁ]gﬂiuwmmmﬂi’mmmﬁa flonansidesdulsznaunis
fiansann 10 718719 Wanduananenaislude 1. amu‘ﬁ'wﬁmmiaaﬂqmgmﬂLﬂé’%ﬂiiﬂummmﬂmaﬂﬁim
UsAnLdesn 4 1815 fe

1) Validation master Plan (VMP)
2) Product Quality Review (PQR)
3) GMP/Quality Agreement

4) Release procedure Product

5) fieaufiRin1snunuamnmudoaniuiivhliusiaanide lenansiidesdiuusznaunis

N913041 7 918015 AD
1) GMP Certificate
2) GMP Inspection report
3) GMP/Quality Agreement
4) Regulatory action details
5) Regulatory inspections list
6) Site Master File (SMF)/Quality Manual or equivalent
7) List of authorities tests
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1) GMP Certificate
2) Manufacturing license
3) Regulatory inspections list last three year, GMP Inspection report and
Corrective Action and Preventive Action: CAPA
4) List of market complaints register and one complaint report
5) Regulatory action details last three years
6) Site Master File (SMF)/Quality Manual or equivalent
7) List of products intended for supply
8) Product Quality Review (PQR)
9) Process validation report
10) Batch records
11) List of reprocessed or reworked product batches in last year
2) amu‘ﬁNammiaaﬂq‘wémﬂLﬂﬁﬁuﬂiiuw%wﬁmﬁmsﬁﬁﬂL%ﬂgﬂiuwuuﬂﬂﬂﬂiﬁﬁﬂﬁﬂL%a i
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1) Validation master Plan (VMP)
2) Aseptic processing and filling validation reports (For aseptic processing only)
3) WosuftRnismuaunuanieaauiiliusAandge enasiidesdulsenaunis
W33 5 578N15 D
1) GLP certificate %30 ISO/IEC accreditation certificate
2) Quality Manual or equivalent
3) Contract or agreement between the FPP or APl manufacturer and the
outsourced testing laboratory or sterilization institution
4) A list of tests a laboratory is authorized to perform as per the scope of its
accreditation to the ISO/IEC 17025 or WHO prequalification
5) Out-of-specifications (OOS) procedure
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1) GMP Certificate

2) GMP Inspection report

3) Corrective Action and Preventive Action Plan (CAPA)

4) GMP/Quiality Agreement

5) Site Master File (SMF)
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- GMP Certificate

- GMP inspection report and regulatory inspections list last five year

- Corrective Action and Preventive Action Plan (CAPA)

- GMP/Quiality Agreement

- Site Master File (SMF)

- Quality Manual

- Regulatory action details last five years

- List of products intended for supply and list of approved products from  Thai
FDA (if there is)

- Batch processing records and batch analysis record

- Standard operating procedure of release product for supply

- Validation master plan and process validation report

- National/local GMP guideline

- List of documentation/ picture of manufacturing process follow Thai FDA format
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